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2. Dose, [requency & route used . 3. Therapy dates  (if unknown, give duration)
s F3] Oral from/ie (sr best wstlsnate)
1. ] Adverse event andlor. U Preduct problem  (c.g. defects/malfunctions) N 22/2272/77
e a
2. Outcomas aitributed to adrersc evemt S oral 7 237999 /99
(check all that agpizy [ disabiticy 4m - pre— 220227 22
Ny nital anomal . Dingnosis for use  (indication; . Event abated after use
E}_&.m 222224122 Deonge . 'y n U OWN stopped or dose reduced
! | (maidepyr) D requised intervention to prevent
D life-threateniog P P /damag - (31 Dyd D no Bdoan’t
. UNKNOWN
[} nospitatization - initiat or protonged [Jotver
- - L Dycs D no Dd«sns
T o D of :. Lot # (il known) | 7 Exp.dnte (if knoum) Ly |
event 22/222/72? thid report 11/12/99 ' fn B. Event reappimed efter
. N . (maiduyiyr) n - - : reln’ e laction ;
5. Describe event or problem R ;] Dyu D no’ E] d;;su't
" [
Report published in 1991 Annual Report of 9. NDC# - for product problems caly (if known n O Ow 03 L
the American Association of Poison Control e no W““‘,"

Centers National Data Collection System

{case 252). A 30-year-old patlent (sex 10. Concomitant medics! ;- ¢2ucis and therapy dates (exclude trcatment of event)

unspecz.fled) died following the ingestion of 1) ZANTAC(KANITIDINE
acetaminophen with codeine and HYDROCHLORIDE)
chlordiazegox1de, and use of heroin. Serum 2) GENTAMICIN(GENTAM-.
acetaminophen level 8 mcg/mL. Intent of JCIN)

ingestion is unknown. Exposure to medication
was chronic.

Additional information received 11-Nov-99:

This 30 year old female with history of : .
~+—heroin and alcohol abuse, a recent - Contact office - name/address (& mifing sic for dovices) 2. Pheme number
o gﬁitallzatlon for terminal liver disease R.W. JOHNSON PHARM. RES. 1INST. p08-704-4504

jaundice, and ascites presented to USA 3

xfmergency room awake and alert, but was DIV. OF ORTHO PHARMACEUTICAL ?J;’;;"J."m';'

"unarousable at home", after a possible CORP. : arply)

overdose with 30 tablets of acetaminophen 920 U.S. Route 202 [] forign

with codeine (#3) and S tablets of P.O. Box 300 0O

chlordiazepoxide at an unknown time of Raritan NJ 08869 siudy

ingestion. The patient denied use of USA - b tieraure
diamorphine and ethanol in the last four ( Informing Unit )}

days. Pupils were ®"small" on arrival. She 0O consumer

again became lethargic at the time of the fg] heatn

call to the Poison Control Center from the 4. Dste received by manufacturer 5, profcssionat
intensive care unit. Pulse oximetry was 89%. . (martaytyr) {AnDAs 85-055 0 -
{Cant ) 11/11/99 user facility

6. Relevant testisberstory dats,  including dates IND # [J company

scnlative

Urine toxicology screen: positiwv §- ITIND, protacol # | PLA# e

opiates_and benzodiazepines (day : [ disuibuor

hospitalization),  -anion gap: - pre-1938 [J»s

hospitalization) 7. Type of report orC O other:

(Lab data cont.) NOV 2 1 1999 (c::knumanppllys)-d' , 3 »s

D ad E y 8. Adverse event term(s)

EDONTNG SYSTEY: [ way O periodic 1) HEPATIC FAILURE
O wice B tollowwps L. [3) SEPSIS

(Cont ) 4) PULMONARY OEDEMA

7. Other relevant history, & isth dical conditions (c.g.. allergies, race, 9. Milr. report number 5) COMA

pregnancy, smohn;mdak:dnlusc hepnuchulldysﬁmcum exc) BRIUSAL999006530 g) FEVER

Drug abuse ) CONFUSION

Heroin and alcohol abuse, a recent

hospitalization for terminal liver disease

with jaundice, and ascites, positive 1. Name, sddress & phone #

hepatitis A, and sepsis due to subacute Dr. Toby Litovitz

spontaneous peritonitis . Nationa Capital P01son Center
Georgetown University Haospital

3800 Reservoir Road NW

wWashington, DC 20007 )

Usa o NGV Y9137

Submission of a report does aot constitute an 2. Health professional? 3. Occupation ¢ :::::L;Pr:r:rﬁ.){r
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distributor, manufacturer or product caused or E yes D no ) o 'D Fag D n:’) m unk
3500A Facsimile contributed to the event.
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B. Adverse event or product problem

B.S Describe event or problem (Cont...)
She also had a high fever. She.had been lavaged,

on 02. Admission plasma acetaminophen level was 8 meg Sl .
repeat the level;
A repeat plasma acetaminophen level three hours

advisement to check for lab error,
necessary with this acetaminophen level.

after the first level was 6.2mcg/mL. Urine was positive'fgr opiates and benzodiaze
The physician felt the patient may

only. She had a positive response to naloxone.
subacute pericarditis/sepsis.,

Patient developed pulmonary edema,

Mfr report # : PRIUSA 1999006534
Date of this report : 11/12/92

and givore charcoal and cathartic and ‘was

The Poison Control Center provided
and that N-acetylcysteine was not

i

. ave
continued to be febrile,

became more confused, and eventually became comatose and jaundiced. She was labeled a no

code status due to previous hi
failure and exgired on day 14
overdosed on chlordiazepokxida,
Additional history .from the
codeine, but took a couple of tab
hepatitis A and sepsis

ts g2h

story of terminal liver disease.
of hospitalization. The
but due to the liver failure,
amilY indicated she didn't overdose on acetaminophen with
e 'every so often’'. i

ue to subacute spontaneous peritonitis.

ase. She developed hepato-renal
hysician felt the patient initially
1t was metabolized slowly.

Patient also had posi..ve
The Poison Control Center's

toxicolugist felt the acetaminophen could be a toxicologically contributing factor to her

disease.
B.6 E:elevant tests/laboratory data, including dates (Cont..,)

Lab Result :

S1.¥o. Test name

ALANINE AMINOTRANSFERASE

Test date

1 ?22/22?/2?

*(day 2 of hospitalization)

ALBUMIN

(day 2

of hospitalization)
ALKALINE B

PHOSPHATAS

of hospitalization)
PHOSPHATASE

(day 2
ALKALINE

(day 6 of hospitalization)
INITA
(day 2 of hospitalization)
ASPARTATE AMINOTRANSFERASE

{(day 2 of hospitalization)
ASPARTATE AMINOTRANSFERASE

(day 6 of hospitalization)
BILIRUBIN, TOTAL

(day 1 of hospitalization)
BILIRUBIN, TOTAL

{day 6 of hospitalization)
BLOOD UREA NITROGEN

{day 4 of hospitalization)
BLOOD UREA NITROGEN

(day 6 of hospitalization)
BLOOD UREA NITROGEN

(day 9 of hospitalization)
CARBON DIOXIDE

(day

9 of hospitalization)
CHLORIDE

(day 9 of hospitalization)
CREATININE

(day 4 of hospitalization}
CREATININE

unit/liter)

Test result Normal value
12 1U/L

{international

unit/liter)

1.9 g/L
(grams/liter)

351 1U/L
(international
unit/licer)

259 IU/L
(international
unit/licer)

38 g/dL ”
{(grams/deciliter)

265 1U/L
(international

DSS
NOV 2 1 1399

e VOTE
LVERCE EVENT RIRTTn SYSTES
1600 1U/L
(international
unit/liter)

5.2 mg/dL
(milligram/decili-
ter)

8.3 mg/dL
(milligram/decili-
ter)

9 mg/dL
(milligram/decili-
ter)

12 mg/dL
(milligram/decili-
ter)

15 mg/dL
(milligram/decili-
ter)

34 mmHg e e i S

(millimeter
mercury)

100 mEq/L .
{milliequivalent/- PP
liter) K ! )

0.6 mg/dL
(milligram/decili-
ter) [T

0.7 mg/dL
(milligram/decili-
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(day 6 of hospitalization)}
CRBEATININB

{day 9 of hospitalization)
DRUG LEVEL

acetaminophen level (on admission)

DRUG LEVEL

DRUG

{day 2 of hospitalization)
GLUTAMYL TRANSFERASE

i
(day 2 of hospitalization)
GAMMA GLULTAMYL TRANSFPERASE

(day 6 of hospitalization)
HAEMOGLOBIN

{day 9 of hospitalization}
POTASSTUM

(day S of hospitalization)
POTASSIUM

(day 9 of hospitalization)

RED BLOOD CELL/COUNT
{day 9 of hospitalizacion)

SODIUM

(day 9 of hospitalization)
TE BLOOD CELL/COUNT
{day 9 of hospitalization)

C10. Concomitant medical products 47 ey
i.§&~:~‘}

Seq No. : 1

Concomitant Medical Product : ZANTAC (RANITIDINE HYDROCHLORIDE) NOV ) 1

Daose, frequency & route used : 1) oral S 1999

Seq Neo. 12 . ry rmas e -

Concomitant Medical Product : GENTAMICIN (GENTAMICIN) SHERLE EVENTTERD e CynTe

Dase, frequency & route used 1) oral e

G. Al manufacturers

8. Adverse event term(s)

8) DRUG ABUSE

Source of report (Literature):

Seq No. : 1

Author : Toby Litovitz

Journal title : 1991 Annual Report of the American Association of
Poison Control Centers National Data Collection
System

Year : 92

Edition : 10(5)

Page number : From 452 To 505

Article title : American Journal of Emergency Medicine

acetaminophen level three hours after
LEVEL

M({r. report # : PRIUSA 1999006530

Date of this report : 11/12/99

ter)

0.6 mg/dL
(milligram/decili-
ter)

8 mcg/mL
(microgram/millil-
iter)

6.2 mcg/L
(microgram/liter)
the first level
2.2 meg/L
(mxcrogram/lxter)

310 TU/L
{international
unit/liter)

164 I1U/L
{international
unit/liter)

9.6 g/dL
{grams/deciliter)

4.6 mEqQ/L
(milliequivalent/-
liter)

3.7 mEqQ/L
(milllequlvalent/-
liter)

2.72 L (liter)

137 mEq/L
(milliequivalent/-
liter)

19,500 L (liter)

NGy ¢ 919



